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in communications with the foreign
drug establishment, respond to ques-
tions concerning the foreign drug es-
tablishment’s products that are im-
ported or offered for import into the
United States, and assist FDA in
scheduling inspections of the foreign
drug establishment. If the agency is
unable to contact the foreign drug es-
tablishment directly or expeditiously,
FDA may provide information or docu-
ments to the United States agent, and
such an action shall be considered to be
equivalent to providing the same infor-
mation or documents to the foreign
drug establishment.

(3) The foreign drug establishment or
the United States agent shall report
changes in the United States agent’s
name, address, or phone number to
FDA within 10-business days of the
change.

[66 FR 59157, Nov. 27, 2001]
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Subpart A—General Provisions

§208.1 Scope and purpose.

(a) This part sets forth requirements
for patient labeling for human pre-
scription drug products, including bio-
logical products, that the Food and
Drug Administration (FDA) determines
pose a serious and significant public
health concern requiring distribution
of FDA-approved patient information.
It applies primarily to human prescrip-
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tion drug products used on an out-
patient basis without direct super-
vision by a health professional. This
part shall apply to new prescriptions
and refill prescriptions.

(b) The purpose of patient labeling
for human prescription drug products
required under this part is to provide
information when the FDA determines
in writing that it is necessary to pa-
tients’ safe and effective use of drug
products.

(c) Patient labeling will be required
if the FDA determines that one or
more of the following circumstances
exists:

(1) The drug product is one for which
patient labeling could help prevent se-
rious adverse effects.

(2) The drug product is one that has
serious risk(s) (relative to benefits) of
which patients should be made aware
because information concerning the
risk(s) could affect patients’ decision
to use, or to continue to use, the prod-
uct.

(3) The drug product is important to
health and patient adherence to direc-
tions for use is crucial to the drug’s ef-
fectiveness.

§208.3 Definitions.

For the purposes of this part, the fol-
lowing definitions shall apply:

(a) Authorized dispenser means an in-
dividual licensed, registered, or other-
wise permitted by the jurisdiction in
which the individual practices to pro-
vide drug products on prescription in
the course of professional practice.

(b) Dispense to patients means the act
of delivering a prescription drug prod-
uct to a patient or an agent of the pa-
tient either:

(1) By a licensed practitioner or an
agent of a licensed practitioner, either
directly or indirectly, for self-adminis-
tration by the patient, or the patient’s
agent, or outside the licensed practi-
tioner’s direct supervision; or

(2) By an authorized dispenser or an
agent of an authorized dispenser under
a lawful prescription of a licensed prac-
titioner.

(c) Distribute means the act of deliv-
ering, other than by dispensing, a drug
product to any person.

(d) Distributor means a person who
distributes a drug product.
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(e) Drug product means a finished dos-
age form, e.g., tablet, capsule, or solu-
tion, that contains an active drug in-
gredient, generally, but not nec-
essarily, in association with inactive
ingredients. For purposes of this part,
drug product also means biological
product within the meaning of section
351(a) of the Public Health Service Act.

(f) Licensed practitioner means an in-
dividual licensed, registered, or other-
wise permitted by the jurisdiction in
which the individual practices to pre-
scribe drug products in the course of
professional practice.

(9) Manufacturer means for a drug
product that is not also a biological
product, both the manufacturer as de-
scribed in §201.1 and the applicant as
described in §314.3(b) of this chapter,
and for a drug product that is also a bi-
ological product, the manufacturer as
described in §600.3(t) of this chapter.

(h) Medication Guide means FDA-ap-
proved patient labeling conforming to
the specifications set forth in this part
and other applicable regulations.

(i) Packer means a person who pack-
ages a drug product.

(J) Patient means any individual with
respect to whom a drug product is in-
tended to be, or has been, used.

(k) Serious risk or serious adverse effect
means an adverse drug experience, or
the risk of such an experience, as that
term is defined in §§310.305, 312.32,
314.80, and 600.80 of this chapter.

Subpart B—General Requirements
for a Medication Guide

§208.20 Content and format of a Medi-
cation Guide.

(a) A Medication Guide shall meet all
of the following conditions:

(1) The Medication Guide shall be
written in English, in nontechnical,
understandable language, and shall not
be promotional in tone or content.

(2) The Medication Guide shall be sci-
entifically accurate and shall be based
on, and shall not conflict with, the ap-
proved professional labeling for the
drug product under §201.57 of this chap-
ter, but the language of the Medication
Guide need not be identical to the sec-
tions of approved labeling to which it
corresponds.

§208.20

(3) The Medication Guide shall be
specific and comprehensive.

(4) The letter height or type size
shall be no smaller than 10 points (1
point = 0.0138 inches) for all sections of
the Medication Guide, except the man-
ufacturer’s name and address and the
revision date.

(5) The Medication Guide shall be
legible and clearly presented. Where
appropriate, the Medication Guide
shall also use boxes, bold or underlined
print, or other highlighting techniques
to emphasize specific portions of the
text.

(6) The words ‘“‘Medication Guide”
shall appear prominently at the top of
the first page of a Medication Guide.
The verbatim statement ““This Medica-
tion Guide has been approved by the
U.S. Food and Drug Administration”
shall appear at the bottom of a Medica-
tion Guide.

(7) The brand and established or prop-
er name of the drug product shall ap-
pear immediately below the words
““Medication Guide.” The established
or proper name shall be no less than
one-half the height of the brand name.

(b) A Medication Guide shall contain
those of the following headings rel-
evant to the drug product and to the
need for the Medication Guide in the
specified order. Each heading shall con-
tain the specific information as fol-
lows:

(1) The brand name (e.g., the trade-
mark or proprietary name), if any, and
established or proper name. Those
products not having an established or
proper name shall be designated by
their active ingredients. The Medica-
tion Guide shall include the phonetic
spelling of either the brand name or
the established name, whichever is
used throughout the Medication Guide.

(2) The heading, ‘“What is the most
important information | should know
about (name of drug)?”’ followed by a
statement describing the particular se-
rious and significant public health con-
cern that has created the need for the
Medication Guide. The statement
should describe specifically what the
patient should do or consider because
of that concern, such as, weighing par-
ticular risks against the benefits of the
drug, avoiding particular behaviors
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